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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 

1. Pursuant to the Notice of Pre-Brief Appeal Conference Decision, the finality of the last 
Office Action is hereby vacated. 

2. Applicants' Response to Office Action, received 7 November 2006, is acknowledged. 

3. Claims 15-42 and 54 are pending and under consideration. 

Rejections Maintained 

4. The rejection of claims 15-42, and now newly added claim 54, under 35 U.S.C. 112, 
second paragraph, indefiniteness for differentiation of "growing" and "nongrowing", is 
withdrawn. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claims 15-17, 19, 20-27, 29-31, 33-41, and 54 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Jacobs et al (U.S. Pat. No. 5,773,267). 

The claims are drawn to a mutant mycobacterium. The recitation of the procedures for 
producing the mutant mycobacterium do not impart any patentably on the composition. 
Therefore, any composition which fulfills the structural characteristics of the mutant 
mycobacterium reads on the claims. The claims are also drawn to compositions comprising at 
least one mycobacterium virulence determinant. Because of the open language of the claims, 
i.e., "comprising", the claims read on whole bacteria. 
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Jacobs et al teach a mutant mycobacterium, BCG, a slow grower, nonvirulent, which has 
at least one mutation, ie., introduction of extraneous genetic material (Abstract; col. 6, line 23 
to col. 8, line 9; claims 12-15). 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented 
and the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 18, 28, 32, and 41 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Jacobs et al (U.S. Pat. No. 5,773,267). 

The claims are drawn to a mutant Mycobacterium paratuberculosis. The recitation of 
the procedures for producing the mutant mycobacterium do not impart any patentably on the 
composition. Therefore, any composition which fulfills the structural characteristics of the 
mutant mycobacterium reads on the claims. The claims are also drawn to compositions 
comprising at least one Mycobacterium paratuberculosis virulence determinant. Because of the 
open language of the claims, i.e., "comprising", the claims read on whole bacteria. 

Jacobs et al teach a mutant mycobacterium, BCG, a slow grower, nonvirulent, which has 
at least one mutation, ie., introduction of extraneous genetic material (Abstract; col. 6, line 23 
to col. 8, line 9; claims 12-15). While Jacobs et al do not specifically teach mutant 
Mycobacterium paratubercu/osis, they do teach that the methods for producing the mutant 
mycobacterium extend to other mycobacteria. Thus, it would have been obvious at the time 
the invention was made to a person having ordinary skill in the art to make mutant 
Mycobacterium paratubercu/osis for use a vaccine compositions. 
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Conclusion 



9. No claims are allowed. 

10. Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to Rodney P. Swartz, Ph.D., Art Unit 1645, whose telephone number is (571) 
272-0865. The examiner can normally be reached on Monday through Thursday from 9:00 AM 
to 7:30 PM EST. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
Supervisor, Jeffrey Siew, can be reached on (571)272-0787. 

The fax phone number for the organization where this application or proceeding is 
assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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